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GENETIC-ENGINEERING GAMMA-INTERFERON 
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(731) Names naTeHTOo6jiaAafeii5i 

N22077336. Abstract 
FIELD: biotechnology, medicine, pharmacy, veterinary science. 
SUBSTANCE : invention proposes the preparation based on genetic-engineering 
gamma-interferon (mole cular mass is 16.7 kDaO consisting of 144 amino ac id 
residues. Preparation is | 

I - Specific antiviral activity of preparation is 2 x 1 07 
lU/mg protein (not less) and as , 



Go 




Preparation has biologically inert low-molecular polymeric vehicle-stabilizing 
agent (polyvinylpyrrolidone or dextran) and saline buffer system at pH = 4.5-7.5. 
Preparation can contain also amino acid arginine, histidine or lysine or its 
physiologically acceptable salt at amount 0.5-3 %, and nonionogenic surface- 
active substance. EFFECT: high antiviral activity, prolonged stability during 
storage (at least one year). 5 cl 
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KoMHTer Pocchhckoh Oe,nepan,HH 
no naTeHTaM h TOBapH&iM 3HaxaM 
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k naTeHTy Pocchhckoh Oe^epaijHH 
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BCEPOCCUMCKASl 
nATEHTHG-TEXWWECKAfl 
BMBflHOTEKA 



(21) 94042742/14 (22) 06.12.94 

(46) 20-04.97 Bioji. Ne 11 
(72) Comob A.H M 'lepenaHOB ILA., <X>eAK>KHH 
B.C., IlaBJiOB B.M., AcTauiKHHa r.<D M niMaT- 

H6HKO H.A. 

(71) (73) rocyAapcTBeHHbiit HaynHO-Hccjieao- 

BaTejIbCKMH MHCTHTyT npHKJiaflHOH mhkpoSh- 
OJIOrHH 

(56) naTeHT EIIB N 0196203, kji. A 61K 
38/21, 1986. 

(54) IIPEIIAPAT TEHHOHH^EHEPHOrO 
TAMMA-HHTEPQEPOHA 

(57) H3o6pexeHHe oxhochxcs: k SnoxexHOJio- 
rHH, (faapMau&EL, MejnnjHHe h BexepHHapHH h 
MO^cer 6mtb Hcnojn>30BaHo rjix npcxjDHJiaKXH- 
kh h jieveHHa BiipycHBix 3a6ojieBaHHH, hobo- 
o6pa30BaHHii h paccxpoiicxB HMMysoaxexa y 
jno^eH h ^chbothmx. IIpefljiaraeTCJi npenapaT 
Ha ocHOBe BucoKooMHmeHHoro reHHO-HHace- 
HepHoro raMMa-HHTep4>epoHa c mojl m. 16,7 
xfla, cocroamero . H3 144 aMHHOKHcnoxHHtx 
ocxaTKOB h nojiy^eHHoro MHKpo6HOJiorBrae- 



ckhm CHHxe30M c nocjie^yioineH xpoMaxorpa- 
(J)H^ecKOH o^ehctkoh. IIpenapaT HMeeT yueuiB- 
Hyio aHTECBEcpycHyio axxHBHOCTB He MeHee 
2'10 7 ME/mt 6e^Ka h coAepaoax, no AaHHHM 
nAAT-flCH 3jreKTpo4>ope3a, He Menee 95% 
ocHOBHoro Bemecrsa b 4>opMe MOHOMepa, a b 
AHMepHOBt 4>opMe He 6arree 5%. IIpenapaT 
HMeeT b csoeM cocraBe 6HOjrora^ecKH HHepT- 

HHH HH3KOMO/CeKyjIHpHMH nOJIHMepHHH Ha- 
HOJIHHTeJIB-CTa6KJIH3aTOp 

(nojnrRn hh nil uppojiHffOH jtk6o ^excrpaH) h 
cojiesyio 6y4>epHyio cncxeMy c pH 4,5 - 7,5; 
b cocxas npenapaxa xaxace Mo^cer bxoahxb 

aMHHOKHOIOXa aprHHHH, mCTHflHH HJIH JIH3HH 

jih6o ee <t>H3HOJK>m*tecKH npneMJieMaa cojib b 
KOjnMecTBe ox 0,5 jjo 3% h HenoHoreHHoe 
noBepxHOCxHO-axxHBHoe semecxso. IIpenapaT 
o6/raflaex bmcokoh aHXHBHpycHOH axxHBHo- 
cxbK) h xopomen cxa6njiBHOcxBK) (cyxon npe- 
napaT MO^cex xpanHTBca 6e3 noTepn 
aKXHBHOCTH He MeHee rofla). 4 3.n. 4>-jhj. 
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H3o6peTeHne othochtch k 6HOTexHOJiorHH, 
cfmpManHH, MeAHi^HHe h BerepHHapHH h MoaceT 
6bitb Hcno/iB30BaHo jyisi nojiyHeHHK npenapaTa, 
npeAHa3HaHeHHoro ujix npoc^HjiaKTHKH h Jie^e- 

HHflt BHpyCHHX 3a6oJieBaHHH, H0B006pa30BaHHH 
H paCCTpOHCTB HMMyHHTCTa y jnoffeii H 
vKHBOTHBIX. 

H3BeCTHO, HTO HMMyHHH HHTep4)epOH 

(raMMa-HHTepcJjepoH) OTjnrqaeTCst HecradHJiBHo- 

CTBK) B BOAHBIX paCTBOpaX, OCo6eHHO B 

noBHineHHHX KOHijeHTpan^tsix , hto npuBozprr k 
norepe ero 6HOJioriraecxoH axTHB hocth h 
o6pa30saHHio arperaTOB MOJiexyji c BtmaAeHHeM 
ocaAKa [1], 

H3BecreH npenapaT era 6k/th 3 Hp ob a hhofo 
raMMa-HHTep(J)epOHa [2], rjlx nojiyqeHHs 
KOTOporo HcnojiB30BajiH cojiesfcie 6y4)epu b 
06-aacTH pH 4 - 5 c flo6asjieHHeM vejioBe^ie- 
ckoto (AOHOpCKoro) chb oporoMHoro ajii>6yMHHa 
b KOHixeHTpaiiHH 1-5 mt/mji pacrBOpa H 
nocneAyionxHM cy6jiHMai^HOHHBiM BHcynraBaHH- 
eM pacrBopa no ocraToraoH Bjra^KHocrH 2 - 
5%. OflHaKo 3to npHBOAHT k pHOKy 3apa3ceHHfl 
BHpycaMH CIIHfla h renaraTa B, 3arpji3HHK)- 
iuhmh npenapaTBi ajiB6yMHHa, h b psAe 
aiyvaeB, oco6chho npH jievtmm paxoBMx 
6ojtbhbix 6ojn>mHMH A03aMn npenapaTa raMMa- 
HHTep4>epoHa, k 6bictpoh ceHCH6HJiH3au.Hn 
opraHH3Ma 6ojn>Horo k BseAGHHOMy 6ejiKy h 

BCJieACTBHe 3TOrO CHH3KeHHK> 3(J)(J) 6KTHBHOCTH 

npenapaTa h Aa:xe bo3hhkhob enroo ajuiepnree- 

CKHX COCTOHHHH [3]. 

HjiSL cra6EuiH3ai^HH boahbtx pacTBopos 

pa3JHTCHBIX HHTep4)epOHOB HCnOJIb30BaJIH 3MH- 
HOKHCJIOTH aprHHHH, rHCTHAHH, JEH3HH H 

neKOTopBie Apyrne, a TaicKe hx cojih b 
KO/rHMecTBe or 5*10" 6 ao 5-10" 3 mojib/ji [4]. 

H3BecreH Taxace npenapax 4>H6po6jiacTHoro 
mrrep<j)epoH:a (6eTa-HHTep(j3epoHa) , b cocxaB 

KOTOpOIXD HapSAy C BBICOKOOHHIB;CHHHM pexoM- 

6HHaHTHHM 6era-HHTep<|)epoHOM bxoa^t hoji- 
HBHHHJinHppojiHAOH h aijeTaTHo-cojieBOH 6y<J>ep 
[5]. OAHaKo Hcnoju>30BaHHe chjibho khcjihx 
pacTBopoB _(pH~3,5) h MeHee exTHBHoro 
4>H6po6jiacTHoro HHTep4>epoHa, veM jieibcoiu*- 

TapHHH H HMMyHHBIH HHTep(J)CpOHBI OrpaHHMH- 

Baer o6jiacrB MeAHitfiHCxoro npHMCHeHKH 
nojiy^eHHoro npenapaTa. 

3aAaMeH H3o6peTeHHji xbjisl&tcx nojryweHHe 
npenapaTa reHHo-HH^ceHepHoro raMMa-HHTep- 
$epoHa npn bbicoxok axTHBHocrH h cia6juih- 
hocth, He Bbi3HBaK>nj;ero no6o*iHBix atJw^eKTOB. 

3Ta 3aAa^ia pemaerca: TeM, mto npezyiara- 
eTca npenapaT Ha ocHose BBicoxooraineHHoro 
raMMa-HHTep<J>epoHa c moji. m. 16,7 xfla, 

C0CTO5nnerO H3 144 aMHHOXHCJIOTHBIX OCTaTKOB, 

HMeiomero yAejiBHyio aHTHBHpycHyio hkthb- 
hoctb He MeHee 2-10 7 ME/Mr 



no AaHHHM 3JiexTpo<t)ope3a b nojnraxpHJiaMHA- 
hom rejie c Ao6aBJieHHeM AOAen,HJicyjiB(f)aTa 
HaTpna, He MeHee 95% ocnoBHoro BemecrBa b 
4>opMe MOHOMepa, a b ahmcphoh 4>opMe He 
6ojiee 5%, a Taicace AonojmHTejn»HO HMeiomero 
b cocraBe 6hojio rHMe ckh HHepraMH noraMep- 
hhh HanojtHHTejib h aMHHOKHaiOTy jih6o ee 
co^b, hob epxHOCTHo-axTHBHoe seinecTBo (ELAJB) 
ec cojieByio 6y4)epHyK) cncreMy c pH 4,5 - 7,5 
npn oieAyronteM cooxHomeHHH KOMnoHeHTos (b 
nepec^ieTe Ha OAHy Ap3y, mkt): 
BHCOKOOHHIHeHHEIH raMMa-HH- 

Tep4iepoH 10 - 100 

BnojiorBCHecKH HHeprauH noil- 
HMep c moji. m. 10 - 100 
thc. fla 

AMHHOKHCJioTa jth6o ee cojib 
IIAB 



(5 
(5 



70)- 10 3 
30) -10 3 
(0,2 - 
5M0 3 

Cojiesaii 6y4)epHaa cncreMa 
pH 4 - 7,5 (8 - 12). 10 4 

B KaMecrBe CTa6HjxH3Hpyionnix Ao6aBox 
Hcnojn>3yiOT 6HOJiorHHecKH HHepTHtie nojiHMe- 

pBi: MeAHUHHCKHH nOJIHBHHHjnTHppOJIHAOH C 

moji. m. ot 10000 ao 60000 fla b KOHi^eHTpanHH 
ot 0,5 ao 15% hjih AexcrpaH c moji. m. ot 
10000 ao 100000 Ra (nojiHrjnoKHH jm6o 
peonojrarjTfOKHH) b KOHn;eHTpanHH ot 0,5 ao 
10%. B xa^cecTBe cojno6HjTH3HpyK3nudx Bemecxs 

HCnOJIB3yiOT aMHHOKHCJIOTH apTHHHH, FHCTH- 
AHH, JTH3HH jm6o HX 4)H3HOJIOrHHeCKH HpHCM- 

jieMMe cojth - THApoxjiopHA, cyjTB^aT, ai^eTaT, 
rjryTaMaT, acnapTaT h MajieaT, b KOHneHTpaindH 
ot 0,1 ao 3% no Macce; HenoHoreHHBce 
noBepxHocTHO-axTHBHBie BentecrBa Tween 20, 
Tween 60, Tween 80, Span 20, Span 40, Span 
60 b KOHijeHTpaETHH ot 0,001 ao 0,1 Mac. %. 

J(o6aBKH BBOAHT B CyXOM (KOHHeHTpHpOBaH- 

hom) BHAe b cocras BOAHo-cojiesoro 6y<J)epa, 
b Ka^cecTBe KOToporo moxho hcho jib 3 ob aTB 
aEteTaTHHH, ai^eTaTHo-cojieBOH, 4>oc(|)aTHo-co- 
jieBOH, uHTpaTHO-cojieBOH h ap- 6y4>epBi Ha 
ocHOBe (J)H3HOJiorHHecKH npneMjieMMx cojien b 
Anana30He pH or 4,5 ao 7,5 jm6o ^hakhh 
HHBexnjiOHHBiH npenapaT M reM0Ae3 M cocraBa,r 
Ha 1 n: 

IIOJIHBHHHJmHppOJIHAOH MeAH- 

UHHCKHH HH3KOMOJieKyJIiipHBIH 300 

HaTpHfl xjiopha 275 
KaJTHH xjiopha 2,1 
Kajg>nHff xjiopha 2,5 
MarHHff xjiopha 0,025 
HaTpna rHApoxapSoHaT 1,15 
BoAa AHCTHJumposaHHaK jo 1 ji 

Axthbhhm Ha^ajiOM npeAJiaraeMoro npena- 
paTa HBJiaerc5i BHCOKOoMHn^eHHBiH reHHO-HBCKe- 
HepHBrii raMMa-HHTep4)epoH, nojiy^eHHBiH c 
HcnoJiB30BaHHeM OAHoro H3 niTaMMOB-npoAy- 



ueHTOB (HanpiiMep, E. coli MC- 
1061/pTTykm2, co aieflyiomHMH xapaxTepn- 

CTHKaMH: 

OreneHb mhctoth npn IIA- 
AT/flCH-3JieKTpo4)ope3e Eojiee 95% 

MojiexyjijipHaii Macca MOHOMepa 16,7 xfla 
Hhcjio aMHHOKHOiOTHMX ocraT- 
kob 144 

AMHHOKHCJIOTHblH COCTaB reHHO- 

HEraceHepHoro raMMa-^HHTep<t)epo- 
Ha: 

MQDPYVKEAENLKKYFNAGHSD 
VADNGTLFLGILKNWKEESDRK 
IMQS -48 
QIVSFYFKLFKNFKDDQSIQKSV 
ETIKEDMNVKFFNSNKKKRDDF 
EKLNT -98 
YSVTDLNVQRKAIHELIQVMAEL 
SPAAKTGKRKRSQMLFRGRRAS 

Q * 144 
HMMyHoxHMHuecKHe CBOHCTBa: pearnpyer 
tojibko c aHTHTejiaMH k raMMa-HHrep<t)epoHy; 
OTHonreHHe k pH: yctohhhb b AHana30He pH 
ot 4,5 no 10; yHejEbHaac aHTHBupycnaa 
aKTHBHocTB: He MeHee 2-10 7 ME/mt. 

KoHneHTpHpoBaHHBiH pacrBop raMMa-HH- 
Tepc^epoHa pa3Bcwrr no TepanesTEraecxoH 
KOHneHTpauHH (ot 10 no 100 mxt/mji) boahhm 
6y4>epmiM pacrBopoM, coAep^KanruM cradnnH- 
3HpyiomHe flo6aBKH* 5Khakhh nojry4>a6pHxaT 
cy6;iHMaixHOHHO BHcynrHBaioT h xparaT npn r 
TeMnepaType He Btune +10°C b Te^ieHHe 1 rofla. 

IIojiyMeHHHH npenapaT HeTOKCEraen, arra- 
poreHeH npn HcnErraHH5ix Ha echbothhx, 
o6jiaAaeT KOHTpojnipyeMoft aHTHBHpycHOH ax- 
thbhoctbio npn HcrrbrraHHax Ha xyn&Type 
MenoBe^iecKHX 4>H6po6jiacTOB, 3apaa:eHHBix bh- 
pycoM b e3incy jiapHoro croMaTHTa (ot 50000 
ME/mji pacraopa ao 1 mjih. ME/mji pacrrsopa), 
ne BH3HBaeT no6o^HMx peaKUHH y HcmiTye- 
mhx ;khbothmx; npenapaT 6hctpo, b Te^eHne 
HeCKOJIBKHX cexyHA, pacTBopjieTCK B BOfle H 
4>H3HOJIOrHHeCKOM paCTBOpe WI& HKBeKAHH, 

3tot pacrBop ocraeTCH npo3pa*iHHM npH r "\ 
KOMH3THOM TeMnepaType He MeHee neM 48 Mt. . I 
IIpHMep 1. CyxoH HHBexi^OHHBiH npenapaT fv/ 
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TeMnepaType co cxopocrBio 2,5 rpaA. C b 1 h 
h flOcymHB amie npn +30° C b Te^eHne 6-8 h 
no ocraTOMHOH BJia^KHOCTH 3,5%. nojiyneHHira 
cyxoH HH&eKuoHHHu npenapaT npeAcraBjiareT 
co6oh nopncryio Maccy Cra6jieTxy) xpeMOBoro 
i^BeTa, pacTBopsercsi b Bo^e jyia hh^ckhhh b 
TeMerae Hecxojn>xHx cexyHA c o6pa30BaHneM 
npo3pa^oioro ^cejiTOBaToro pacrsopa, kotopblh 
* ocraeTCK hojihoctbio npo3pa^HHM Aa^e npn 
xpaHemca: npn TeMnepaType +40°C b TeHeme 
24 Ilpn HcnMraHHHX Ha ocrpyio H 

xpomrqecxyio tokchtooctb h mporeHHOCTb 
BBeflemie skhbothbim (mmihh, xpucM, xpojihkh) 
no3 npenapaTa, MHoroxpaTHO (ot 10 no 1000 
pa3) npesumaromnx TepaneBTireecxHe ao3ij 
AJi5i Mejiosexa, He BH3i>roaeT TOXCBwecxon 
peaxijHH, noBMnreHHfl: TeMnepaTypBi h Apyrax 

no6oMHHX 3<j3(f>eXTOB. AHTHBHpyCHafl aKTHB- 

hoctb npenapaTa npoBepaeTca Ha xyjiMype 
4>H6po6jiacTOB ^ejiosexa, 3apa;xeHHHx BHpycoM 
b e3HxyjwpHoro croMaTHTa miaMMa "HHAnaHa", 
cocraBjisteT 5-10 4 ME/mh h npaxTmecKH He 
H3MeHHeTCH npn xpaHeHHH b Te^emae 1 ro^a 
npn TeMnepaType +4°C. 

IIpHMep 2. CyxoH HH^exuHOHHira npenapaT 
raMMa-HHTep4>epoHa. PacrBop cocrasa (Ha ojxsy 

>A03y, mxt): 
BMCOKOMHm;eHHUH raMMa-HHTep- 
(JiepoH 20 
PeonoittHrjnoxHH cyxoH 50000 
Tween 20 . ■ , 500 

Ooc<J)aTHO-cojieBOH 6ycfcepHHH 
pacraop pH 7,1 Xfa 1 mji 

roTOBOT nyreM pa36aBJieH»ui KOHneHTpHposaH- 
Horo pacTBopa reHHo-HHxcenepHoro raMMa-HH- 
Tep4>epoHa cra6HJiH3HpyiomHM pacrBopoM Ha 
ocHOse 4>oc4)aTHO-coj[eBoro 6y4>epa c yxa3aH- 
hhmh Ao6aBxaMH, KOJimecTBO KoxopMx 6epyT 
c yMeTOM pa36aBJieHH2. 3tot pacraop BiicyntH- 
saioT cnoco6oM,onHcaHHMM b npHMepe 1: 
CyxoH npenapaT npeACTasjiiieT co6oh Ta6jrerxy 
6e/roro icseTa, 6ncTpo h 6e3 oca^Ka pacrBopa- 
lornyiocH b Bojje juix Hmexn^H c o6p a 3 ob aHHeM 
npo3paraoro 6ecuBerHoro pacrBopa, kotophh 
ocraeTca npo3pa^iHHM npn xoMHaraoH TeMne- 
paType no xpaHHen Mepe 7 cyT. Axthbhoctb 



raMMa-HHTep4)epoHa. IIpenapaT nojiyMaiOT ny-^j^ ttAl 'npenapaTa npoBepHicrr, xax onncaHo b npHMepe 



TeM CMencHBaHra xoinxeHTpHpoB aHHoro boahoto 
pacrBopa reHHo-HHaceHepHoro raMMa-HHTep4»e- 
poHa Ha ocHOse ai^eTaTHO-cojieBoro 6y(J)epa pH 
7,0 co CTa6HurH3HpyK>mtHM pacrBopoM na ocHOBe 
HHtexuHOHHoro XHAxoro npenapaTa 'TeMOflea" 
c xoHeraoH KOHi^eHTpai^HeH axTHBHoro 6ejixa 
20 Mxr/ mji (offna TepaneBTBraecxaa A03a). 

IIojiyMeHHHH pacrBop crepmibHo otc|)hjibt- 
poBHBaiOT, pa3JiHBaiOT b aMnyjiM no 1 ma h 
3 aMopa^cHB ax>T npn -40°C. Pe^cHM cy6jmMaipi- 
OHHoro BLicyniHBaHHfl: 2 h npn TeMnepaxype 
nojixH -40°C, 3aTeM npcreneHHoe nosnnieHHe 



1 , oHa cocraBJiaer 200000 ME/#03y h 
cymecrBeHHo He CHH^caeTca npn xpaHeHHH npn 
TeMnepaType +4°C b TeveHHe 1 ro^a. 

IIpHMep 3. Cyxon nHbexipcoHHuii npenapaT 
raMMa-HHTep<t>epoHa. 

PacrBop cocraBa (Ha o^Hy A03y, mkt): 
BucoxooMHrneHHiirH- raMMa-HH- 
Tep<|)epoH 50 

rHCTHAHHa THAPOXJIOPHA 5000 

Ai^eTaTHO-co^eBoii 6y4)epHuii 

pacrBop pH 5,5 Ro 1 mji 
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nojiy^aioT aHajiorarao npenapaTy, onncaHHOMy 
b npHMepe 2, h BBicynmBaiOT cnoco6oM, 
onHcaHHbiM b npHMepe 1. IIpenapaT pacrBopji- 

eTCH B BOAC AJM HKCBeKHHH b Te^eHHe 5-10 

c h ocraeTOi npo3pa*m£TM no xpaHHen Mepe 3 
cyT. npn TeMnepaType +30°C. ITpenapaT He 
BW3WBaer ocjioxcHeHHH h no6o*miix 3<t)4>eKTOB 
npH HcnHTaHHHX Ha jia6opaTopraix ^chbothux. 
Akthbhoctb npenapaTa, nposepeHHaa, KaK 
onncaHO b npHMepe 1, cocraBJiaex 1 mot. 
ME/fl03y. XpaHeHne npenapaTa npn KOMHaT- 
hoh TeMnepaType (+20°C) b Te^enne 6 Mec. 

He npHBOAHT K CHH3CeHHK) eTO aHTHBHpyCHOBC 
aKTHBHOCTH. 

Kax bhaho H3 npHMepOB , flo6aBJieHHe 
nojiHMepHMx cra6njiH3aTopoB yjryMmaeT coxpa- 
HJieMOcrb acH^Koro h oco6eHHO cyxoro npena- 
paTa, a Ao6aBjieHHe cojno6miH3HpyiomHX 
Bemecra - HeHOHoreHHHix IIAB h cojien 
aMHHOKHCJioT KaK noAHHMaer nepBOHaMajrbHHH 



ypOBeHB aHTHBHpyCHOH aKTHBHOCTH, Tax H 

yjiyMmaeT coxpaaaeMOcn* npenapaTa. 

HCTOHHHKH HHC|)OpMar^IH, HpHHATBie BO 

BHHMaHHe npn 3KcnepTH3e: 

1. Ajiexcees K.B., IIIajmHpBaH E.A. 
JleKapcTBesHHe 4>opMi>t HHTep4>epOHa. Ahth6h- 
othkh h xHMHorepaima , t.35, N 9, 1990, 
c.51-54. 

2. naTeHT EP N 0196203, ony6ji. 10.01.86, 
co6ctb chhoctb Schering Corp., aBTopu Z.Yim, 
I.A.Chaudry. 

3. J. oflnterferon Research, special issue: 
Collected papers on endogenuos Interferon 
deficiencies, May 1992. 

4. naTem EP N- 0163111, ony6jr. 03.10.90, 
co6ctb eHHocTB Kyowa Hakko Kogyo Co., 
aBTopM Y.Kato, E.Hayakawa, K.Fumya, 
A.Kondo. 

5. naTeHT CIHA N 4883661, ony6jr. 
28.11.89. 



OOPMYJIA H30EPETEHH5I 



1. ITpenapaT reHHOHH^ceHepnoro raMMa-HH- 
Tep4>epoHa, BKjnovaiomHH HHTep<£epoH h era- 
6HnH3Hpyionpie flo6aBKH, onuiuHaiou$uucsi 
TeM, vto b Ka^iecTBe aKTHBHoro BemecrBa 
coAepacHT BBicoKooTOm;eHHiiH raMMa-HHTep4>e- 
poH c MOJieKyjiapHOH Maccofi 16,7 xfla, 

COCTOHE^HK H3 144 aMHHOKHCJIOTHEIX OCTaTKOB, 

HMeionpra yzjejiBHyio aHTHBHpycHyio aKTHB- 
hoctb He MeHee 2 • 10 7 ME/mt h coflepxanpiH 
He MeHee 95% ochobhoto Bemecraa b 4>°P Me 
MOHOMepa, a b AHMepHoft 4>opMe He 6ojiee 5%, 
a TaKace #onoOTHTejiBHO coj*ep:KHT 6HOJiorn*ie- 

CKH HHepTHBIH nOJIHMepHHH HanOJIHHTeJEb H 

aMHHOKHaiOTy jih6o ee cojib h noBepxHOCTHO- 
axTHBHoe semecTBo (IIAB) npn cjieayiomeM 
cooTHomeHHH KOMnoHeHTOB (b neperaeTe na 
OAHy A03y), mkk 

BBtcoKOO t iHnxeHHHn& raMMa-HH- 

Tep4>epOH 10-100 

Bno/forHMecKH HHeprrarii noji- 

HMep c MOJI.M. 10 - 1000 3 

THC.JlaJIBTOH- (5-70) • 10 

AMHHOKHCJioTa jih6o ee cojib (5 - 30) * 

10 3 



CojieBaa 6y4>epHa£ cncreMa 
pH 4,5 - 7,5 



(8 - 12) • 
10 4 

2. IIpenapaT no n.l, onuiuKaiou^uucsL TeM, 

TITO B Ka^ieCTBe dHOJIOHPieCKH HHepTHOIX) 
nOJCHMepa COJjep^KHT nOJraBHHHJIirappOJTHJTOH 

jih6o ffeKcrpaH (hojihtjuokhh, peonojrarjnoKHH). 

3. IIpenapaT no n.l, omjiuHasou^uuc^i tcm, 

tJTO aMHHOKHCJIOTOH SSBJISiGfTCSL apiHHHH, HJIH 
rHCTHAHH, HJIH JIH3HH, HJIH HX (JlHSHOJIOrH^CeCKH 

npneMJieMue cojih - aijeraT, acnapraT, rjiyra- 
MaT, ruapoxjiopHA, MajreaT. 

4. IIpenapaT no n.1, onuiuHarou^uucJi TeM, 
hto b xa^ecrse IIAB coaepacHT Tween 20, hjih 
Tween 60, hot Tween 80, Bum Span 20, hot 
Span 40, mm Span 60, mm jno6oe Apyroe, 

aHajIOrHMHOe HM HO (J)H3HKO-\XHMHMeCKHM H 
6HOJTOrmeCKHM CBOHCTBaM. 

5. IIpenapaT no n.l, omjiunaiotquucx TeM, 
hto b xa^ecTBe 6y$epHOBt cojieBoii chctcmu 
coffep^cHT ai^eraTHO-cojieBOH, 4>oc4)aTHo-cojie- 
boh hjih EtHTpaTHo-cojieBOH 6y<J)epBi HJIH 

HHbeiCI^HOHHHH ^CH^KHH paCTBOp 'TeMOAe3". 



IIAB 



(0,2 - 5) • 
10 3 
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